
THE WEINBERG GROUP INC. 

June 2,200O 

‘220 Nineteevth St, NW, Suite 300 

Washington,DC 20036-2400 

“hare 202.833.8077 

Fax 202.833.7057 

e-mail scienceQweinberggroup.com 

Food and Drug Administration 
Office of Device Evaluation 
Document Mail Center (HFZ-40 1) 
9200 Corporate Boulevard 
Rockville, MD 20850 

RE: PMA 9900 15/AO 10 INTERGELB Adhesion Prevention Solution 

To Whom It May Concern: 

Enclosed are seven (7) copies of PMA 990015/AO 10 INTERGEL@ Adhesion Prevention 
Solution. The document is comprised of one volume. 

Please forward this submission to the following individuals: 

Celia Witten, M.D., Ph.D. (1 COPY) 
Director, Division of General and Restorative Devices (HFZ-40 1) 
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
9200 Corporate Boulevard 
Rockville, MD 20850 

Stephen P. Rhodes, Ph:D. (6 copies) 
Branch Chief, Plastic and Reconstructive Surgery Branch 
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
9200 Corporate Boulevard, Room 3 1 ON 
Rockville, MD 20850 
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Thank you for your assistance. Should you have any questions, please contact me at 
202-833-8077. 

Karen M. Becker, Ph.D. 
Worldwide Managing Director, Healthcare Products 
THE WEINBERG GROUP INC. 

KMB/kh 

Enclosures 

cc Georgiann Keyport, R.A.C. 



June 1, 2000 

Celia Witten, M.D., Ph.D. 
Director, Division of General and Restorative Devices (HFZ-401) 
Office of Device Evaluation, Center for Devices and Radiological 
Food and Drug Administration 
9 200 Corporate Blvd. 
Rockville, MD 20850 

Health 

Re: INTERGEL@ Adhesion Prevention Solution, PMA 990015/AOlO 

Dear Dr. Witten: 

Enclosed please find a major amendment to Lifecore Biomedical’s INTERGEL@ Solution 
PMA submitted by The Weinberg Group Inc. The purpose of this letter is to provide 

authorization from Lifecore Biomedical to The Weinberg Group to submit this 
information on our behalf. 

Please don’t hesitate to contact me should you have any questions or comments 
concerning this authorization. 

Best regards, 

LIFECORE BIOMEDICAL, INC. 

&tk 

Director of Regulatory and Clinical Affairs T: (612) 368-6294 
Email: gmkeypo@lifecore.com F: (612) 368-4278 

Enclosure 
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